Attachment 3 — Number of BPDs by Type of Non-Blood Manufacturer

NON-BLOOD MANUFACTURERS
Biological Product Deviations FY-02

In-Vitro
BPD Code | Allergenic | Derivative Diagnostic  |Therapeutid Vaccing Total
INCOMING MATERIAL 3 1.68%
IM1201 0 1 0 0 0 1 0.21%
IM 1202 1 0 0 1 0 2 0.42%
IM 1302 0 0 1 0 0 1 0.21%
IM1401 0 0 0 1 0 1 0.21%
1M 1406 0 2 1 0 0 3 0.63%
PROCESS CONTROLS 54 11.34%
PC2001 0 0 3 0 0 3 0.63%
PC2101 0 2 1 1 2 6 1.26%
PC2103 0 0 1 0 1 2 0.42%
PC2104 0 0 0 0 1 1 0.21%
PC2201 0 0 4 3 0 7 1.47%
PC2203 0 1 18 2 2 23 4.83%
PC2204 0 1 1 1 0 3 0.63%
PC2206 0 0 2 0 1 3 0.63%
PC2301 0 1 0 0 0 1 0.21%
PC2302 0 1 0 0 0 1 0.21%
PC2401 0 1 0 0 1 2 0.42%
PC2405 0 0 0 0 1 1 0.21%
PC2406 0 0 0 0 1 1 0.21%
TESTING 31 6.51%
TE3001 0 0 4 0 0 4 0.84%
TE3201 0 0 0 2 0 2 0.42%
TE3301 0 1 0 0 0 1 0.21%
TE3302 0 0 0 0 2 2 0.42%
TE3401 0 0 0 1 1 2 0.42%
TE3402 1 1 1 0 1 4 0.84%
TE3501 0 1 0 0 0 1 0.21%
TE3502 1 0 0 1 0 2 0.42%
TE3601 0 1 2 0 2 5 1.05%
TE3602 0 0 4 0 4 8 1.68%
LABELING 48 10.08%
LA4001 0 0 2 0 0 2 0.42%
LA4101 1 1 2 0 0 4 0.84%
LA4103 0 1 0 0 0 1 0.21%
LA4201 3 0 3 0 0 6 1.26%
LA4202 0 0 1 0 1 2 0.42%
LA4301 0 1 1 0 0 2 0.42%
LA4302 1 1 0 0 0 2 0.42%
LA4401 8 0 0 1 1 10 2.10%
LA4402 11 0 2 0 1 14 2.94%
LA4501 1 0 0 0 0 1 0.21%




In-Vitro

BPD Code| Allergenic | Derivative Diagnostic |Therapeutid Vaccing| Total
LA4801 4 0 0 0 0 4 0.84%
PRODUCT SPECIFICATIONS 297 62.39%
PS5001 0 0 1 0 0 1 0.21%
PS5101 2 0 4 2 1 9 1.89%
PS5102 213 2 0 0 0 215 | 45.17%
PS5103 0 0 5 0 0 5 1.05%
PS5104 0 0 0 0 1 1 0.21%
PS5107 0 0 2 0 0 2 0.42%
PS5108 0 0 1 1 1 3 0.63%
PS5109 9 0 13 0 0 22 4.62%
PS5202 0 1 0 0 0 1 0.21%
PS5205 0 0 1 0 0 1 0.21%
PS5301 0 7 0 0 1 8 1.68%
PS5302 0 3 2 1 9 15 3.15%
PS5303 1 0 0 0 0 1 0.21%
PS5304 0 2 0 0 0 2 0.42%
PS5305 0 5 0 1 4 10 2.10%
PS5403 0 0 0 1 0 1 0.21%
QUALITY CONTROL & DISTRIBUTION 34 7.14%
QC6001 1 0 1 0 0 2 0.42%
QC6101 1 1 1 1 0 4 0.84%
QC6102 0 1 0 0 0 1 0.21%
QC6103 0 2 0 0 1 3 0.63%
QC6104 0 1 0 0 0 1 0.21%
QC6105 0 0 2 0 0 2 0.42%
QC6201 0 0 0 1 0 1 0.21%
QC6202 13 2 3 1 0 19 3.99%
QC6301 0 0 0 0 1 1 0.21%
MISCELLANEOUS 4 0.84%
M17001 1 0 3 0 0 4 0.84%
TOTAL 273 45 93 23 42 476 100%




